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Ravid Watton, Vice President - 
Pascal Ccampany, Inc. 
P.O. Box 1478 
Beflevue, Washington 98009- 1478 

Dear Mr. Watton: 

This letter is in response to your letter addressed to me dated June 20,2 . In your letter you 
ask if your company may have permission to continue to sell your oral ir&aIant drug product, 
Breatheasy, to long-time customers. 

On May 26,2000, FJDA published a final rule requiring that all prescription and over-the-counter 
aqueous-based drug products for oral inbaiation be mam&ctured sterile (65 FR. 34082). The 
ef%ctive date for this rule is May 27,2002. In your letter; you state that pu.r company does not 
intend to buy the equipment tomanufanure your product to be sterile, and that you plan to 
discontinue selling the product as of April 30,2002. 

Your fetter states that you are concerned about your eiderly ciiexitele, many of whom have been 
using Breatheasy for 40 to 60 years and are convinced no other product wU provide them r&f 
from their asthma. 

FDA rectived 49 comments from consumers ofBreatheasy and one comment fkom Pascal Co., 
Inc., sent to the docket for this rule. As a result of concerns raised by comers of this product, 
FDA contacted your company and reviewed the labeling of &e&easy to determine if it was the 
type of product intended to be covered by the rulte. As you know, heasy b a 2-percent 
buffered aqueous solution of epinephrine that comes in a kit tbt contab an &&zer. A 
determination was made by experts at the agency that Breatheasy is the ve of product intended 
to be covwed by the final rule. . 

In its review of BreaWq, FDA also determined that other* alternativ~O’TC epinephrine 
inhalation drug products are on the ma$cet available to treat the symptQRzs of thuse people who 
may lose their access to the Breatheasy product. These alternative products do not raise the same 
safety concerns of microbial contamination raised by Bre&wsy. With an~ef&ctiv$ date two 
years fiom the pub&cation of the rule, FDA b&eves it has given ample time for individuals who 
may need to find an aiternative in&&&on product to contact their h&h care practitioner to assist 
them in identifying a safe and eS&ive alternative. 

FDA’s mandate is to protect the public heaith and safety. FDA believes final mle requiring 
the sterile manu&cture of aqueous-based drug products fi>r orai inhalation achieves this mandate. 
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Dav id  W a to n , V i cePru idmt 2  

c o ~ u e n o e s d d c a th . 
T h e  A g e n c y  c a n n u t g ran t a n  tz!a p tiu n  fo r  ytxl to  can tim lt 
base  b e y o n d  th e  e f% stive d a te  o f th e  rp i+ . 

P e te r  C u u n e y , P h D . 
C m & r  fu r  D rug  E va iua ti~ ~  a n d  Resmrch  


